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TTT.-aFiT.R 311(31).—1945 ^ 

3ll^^3ltTW^WT5jtaif¥^, 1940 (l940^23)^tTKn2 3|tT33^3rt’^fgW, afRTqfti?rR 

tRrr5T?1 f^NET) ^ 3lft11J^ IT. ITT. ■^. f^. 785(3T), cTTlha 19 2001 % 3TtTh »TKcT% 3TTT[tTm, ’TFT II, 

1^3,'3FT^(i),^i’f3 1-2FT M'5Rin^ia'f^'9fF^5TT,1%1lili 1T»TtfjR%TJ’Tlf^^ ^1^,’TOTII^ 
■^r, r'H’H4))’3^3TrVTi;4'II'^ y4K1 Fit yfaFi ^3dT^ 3<1<rl'*T^^F^ ^dldlTlI^Fft 3T^'4'4fJt THFiPTI'^ 3TT^ afR 

■g^rra’TFt'FF;^; 

#1 ^3^ wrar ^ FRrm 20 ar^Rj^, 2001 '^Ft" stw4mn«*t ^^ -f^ tff,- 

aflr ^FTT TTT^ IWTf % im’T ■fif ^SRFT ^ ‘FTFI 3TT^FTt' ^ ^g?TT^ FT: ^aiFTR ^ tTF fw FFT t; 

3TF:, 3TF, -fWR, FFTT STftrf^ FRI 12 3^k tTRT 33 ^ FF ^ afiFfF d+'fl+l 

WTTff Fi1^%F7dFI, aflFfF 3^lT WtFT ■FTFlit fWT, 1945 FF sflT IT^tFT % fen; PaHrMRsId FFT# 

t, aiFfn^ :— 

1. ( 1) TF fddHl’ FF irfeFT FFT #1FTTTFF yiHlft (#311 TF?ittR) fFTTF, 2002 1 1 

(2) ^ T.MM’I ^ Fi) nldTi di) 5^*1 I 

2. sMFaflTWtFT-ITTFTftfmtT, 1945 % MVFId^^-fFTTiT W^FT t) fTTTF 69 ^1 aMPlilH (5) % 

r^MfcdRao TFPtFTT aT?I:’1*TTpTd Rooi 'J||i<‘ii, arFfd^:— 

' “ (6) ^ ftTTTT 122 ^ FtimUNlf^d df) iftFT % dMd 3TT^ ^Fdfr PlPirt|Rl4l‘ % RtPimWi % IdTH^ 

1^%3It4tFFTt^ STl^’feFTFIldTtFWT’^ 3TT^% ^*11^21 %T^ (13) FeiTFft’TTfFd 31 jijIHH FTfFFFft 311^^43 
% Idlf^ aTyrFTT Ft ^ I" I 

3. ^fWTf %fnTTT71 % 39piTTF (6) ^fTJTS (iv) %FyFF)^fdTdfGRgd 135 3T?T:T«ITpTdftlFTFFT^FT, 3T«TfT(: — 

' ‘ ( V ) -feFT THiMftiFi 3fNfiTTfi Fit fWT 122 ^ F ^tUMPlFlf^d F^ atWfa irftFT % atlFtd 3TT^ 3TFft atWfil RirnffirdFl' 
FFfFpTTTfFFF%%%i^,f^21 %Tsr5 (13) F«imRFll^d 31^^1194 yirF4>Kl 3TT^dF3% F83-^i 1%ft5RI ST^FldF FTFT11” I 

4. ■33d rndtit % ftFF 75 JmPHFF (5) WdF(tFRfelft3d FFIfFTT 3td;TFIPTd fdIFT jihj.t( 1, anifr^: — 
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"( 6 ) 

^ ^ t ^ ^ ^ 21 % isra (13) wiftMifM 

^^l"l 

5 vjetH 76 dHpi*t*1 (7) ^ <as (iv) ^ PimRiRsi 6 <a-s -iid "WlPRI ^(FITII, 3T®lf?[^ ■— 

^ PeiPiRH^^ftTii fwT2i %i3te (15) ^ iJiflwrtt air^55i%.w^ ftiRad 'StiHleniiTO^r' i 


[Ti W*11014/4/2000-^h(qii:^ 

^^rgpRiirf^ 

L||3'feuju| : —1-5-19791W’5'4mviir*-1?TaM^6flty<H|ErT1TTOf['PrqTT, 1945, Wl W 3ftl hR*IK'’ 556^|U| ('Fm»wf1%f’TFT) 

% -311 iT+'r?r4 ■^f 3mf%^ t alkfV afti -sram nmdt 1940 3fti ftim (it^MT^'^-61) iT«n 
■HI ^ fH 250(31), cTTitia 4-4-2002 %Sro3lfmiT3?ittR 'ft 11 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 1st May, 2002 

G.S.R.-3n(E) . —Whereas a draft of certain rules furthei to amend the Diugs and Cosmetics Rules, 1945 was 
published, as required by Sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), at pages 3 and 4 in Part 
II, Sections, Sub-section (i), of the Gazette ot India, Extraordinary dated the 19th October, 2001, under the notification of 
the Government of India in the Ministry of Health and Family Welfare (Department of Health), number G S R 785(F), dated 
the 19th October, 2001 inviting objections and suggestions from all persons likely lo be affected thereby, before the cxpiiy 
ot a period of forty-five days trbm the date on which copies of the Otticial Gazette containing the said notification were 
made available to the public. 

And whereas copies ot the said Gazette were made available to the public on 20th October 2001 
And whereas objections oi suggestions received from the public bn the said di aft rules have been considered by 
the CentralGovemntent, 

Now, therefore, in exercise of the powers conferred by Sections 12 and 33 of the said Act, the Central Govern¬ 
ment, after consultation with the Drugs Technical Advisory Board, hereby makes the following rules further to amend the 
Drugs and (Cosmetics Rules, 1945, namely — 

1 (1) These rules may be called the Dmgs and Cosmetics (3rd Amendment) Rules, 2002 
(2) They shall come into force on the date of their publication m the Official Gazette 

2 In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said rules), in rule 69, after sub-rule (5), 

the following sub-rule shall be inserted, namely — « 

“(6) Wliere an application under this rule is for the manufacture of drug formulations falling under the purview of 
new drug as defined in rule 122-E, such application shall also be accompanied with approval in wnting, m favour 
of the applicant, from the licensing authority as defined m clause (b) of rule 21 ” 

3 In rule 71 of the said rules, in sub-rule (6), after clause (iv), the following clause shall be inserted, namely — 
“(v) have the approval, in writing, in favour of the applicant to manufacture drug formulations falling under the 
purview of new drug as defined in rule 122-E, from the licensing authority as defined in clause (b) of rule 21 ” 

4 In rule 75 of the said rules, in sub-rule (5), the following sub-rule shall be inserted, namely — 

“(6) Where an application under this rule is for the manufacture of drug formulations falling under the purview of 
new drug as defined in rule 122-E, such application shall also be accompanied with approval, in writing, in favour 
of the applicant, from the licensing authority as defined in clause (b) ofrule2I ” 

5 In rule 76 of the said rules, m sub-rule (7), after clause (iv), the following clause shall be inserted, namely — 
“(v) have the approval, in writing, nl favour of the applicant to manufacture drug formulations falling under the 
purview of new drug as defined in rule 122-E, from the licensing authority as defined m clause (b) of rule 21 ” 

[No X-11014/4/2000-DMS & PFA] 
DEEPAK GUPTA, It Secy 

Foot note :—The Drugs and Cosmetics Rules, 1945, as amended upto 1 5-1979 are contained in the publication of the 
Ministry of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act, 
1940 and the Rules (PDGHS-61) and last amended vide GSR 250(E), dated 4-4-2002 
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